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inteJISlirrncStV °9'-"V act-Ve against 

this purpose. It is of particurbut not eLt^^I r ^o-^Po^-t-on which can be administered rectally for 
(hereinafter known as 5-ASA o mesalazineH^^^^^^^ administration of 5-amino-salicylic acid 

aisliiif»nce is located, w used, at ,t ,ap«iiy ^Klm and acts onihe point at which the 

» olZs'ZLS <» rectally using sopposltodes 

question to retrodiffuse 

coiona dp Lor^dis^rnSstr^^^^^^^^^^^ along the 

20 Sinistral ulcerous colitis te a dLTlLf. w w '^^^ '"""^ P^*'^"'' ^"*f«""9 ^^^^P*^ from 
does not normally have the capall trrJro^fft" 1? ' 'V': ^"'"""^ "^^^^^^ «^''enema 

generally suffers from th7serious probl^^^^^^^^ T'J'" "'"^ °' a^^'«°". enema 

the intestinal walls, and a lackTdisito^rnlL^^^^^^ *° P^^^'^' ^d^^^^'^" ^ 

act in the tract which it reaches """"rmiiy, tnus reducing the capacity of the active principle to 

" ha»e'"C «rS','1,lS'«^,l.S,*^ S""" ^""^ « -"'V 

the cc*,„ Which It syccoeds iT^hC """""^ 

0 m not nacossanly L^ lZ^tot^u^ '""""^ i'"«on Is directed 

Is prevalently topical action and^lM ^ . , '"^'f'""' '"I™- they must generally possess 

certain le»i;,sy"sten>ir!!b^„p,fon S2:^ JSt^ "* " a 

a«^ra .SalSS c^Son t rr^rar '"""^ ^ ^ - 

= prevalenlly »,p,cal medication^STa ihrr^T , °' 1*'"*"== «"«'* « » 

~ in a nuid .eh.,e ^Stot^^elT or^rti:: ^^'^ « 

^icrnrce';:"r:r',o™uS^rd dt^rr r t "» »' 

axample In cosmetics is lhoref»e s^S IS. «?, cans used for 

teast one propellant and . «.iSa™ rti^'^oT """""^ " 

« Js"rzr r utTS rn^x'^hr "» ~ -^^ 

liquid in the lonti of loam: °' ™ "*«:I"I'"S emerges to entrain the medicated 

applSon'^S^nsr"""" '= «>™I"S »« loam, thus allowing ,«al 

.0 aS: Sfs^^tTpeir^;;^ ;r ^^'^ "^^^ 

«*aances p,«ant In iJZZ^Z^ ^ <*" 

"^r^e;^;arar::7~^^^^ 
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.I'XSro?^^^^^^^^ su.ac.ants (such as sodium 

surfactants (such as polyoxyethy XSiS^"^!?^^^^^^^ «^ '°=-'"9 ^"rfactants: medium HLB 

alcohol, propyleneglycol) as foam thicSrl^nT Z ""'^^ (such as cetyl 

5 bons (such as Isobufane N-bZe o p!^^^^^^^ ^ "4) ^ P^PeHants; hydroca' 

principle is solubilized or suspended in ruSirlrSi^^ '^'^^ ^'^^ 

is Placed in an atomizer can sealed by rCnS>^Je andT™^ " ^''^ "''"'^ 

quantity of propellant through the valve "^^^ 'hen pressurized by feeding a suitable 

^0 vario" tgSsTeS c^l^^r reTs^ed^ s^"^ "'T' °" --'^ the 

ease of description. ' ^"^'^ ^ successive number (from 01 upwards) for greater 

EXAMPLE 1 

" RECTAL FOAM 10% MESALAZINE 

% COMPOSITION (of foa» or pressurized liquid) 
20 °^ Mesalazine (active principle) 

Xanthan gua (active principle thickener and 
suspender) 

Potassium aetabisulphite (active principle 

antioxidant) o.25 
EDTA bisodium salt (active principle 

antioxidant) g.a 
Sofiium benzoate (antibacterial-antimildew 

0.38 

Polysorbate 20 (foaming surfactant) 
Polyglycol 300 isostearate (foam thickener) 
Purified water 
Freon 12 (propellant) 



02 

«i 03 
04 

30 

05 

06 

07 

to 

08 
09 



10 



0.2 



4 
4 

70.87 



4S 



10 



Freon 114 (propellant) 



6.5 



3.5 



so 



Preparation method: 
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B) 06, 07 and finalv 01 .rs iM^J^Z P'opolter stirrer and turboemuJsTier. 

O U*, a n^ lZT':ZS:ri'ZZ Trr^ - « n.,n„,e.. 
weiow into aerosol cans while sBrrtng '" "™»l»™«n9 » the theoretical 

0) Each can ,s ,n,™d«e„ ae«od b, inching the <^se, and la then P.ess„n»d b„„ean, o, 
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25 



30 



35 



40 
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the propellant. which is fed in under pressure In a suitable quantity by a pumping de,.ce. 
EXAMPLE 2 

RECTAL FOAM 20X MESALAZINE 

% COMPOSITION (of foa» or pressurized liquid) 



01 Mesalazine (active principle) 

02 Xanthan gum (active principle thickener and 
75 suspender ) 

03 Potassium metabisulphite (active principle 



20 



0.2 



antioxidant) o.25 

04 EDTA bisodium salt (active principle 

antioxidant) 0.3 

05 Sodium benzoate (antibacterial-antimildew 

agent) 

06 Polysorbate 20 (foaming surfactant 

07 Polyglycol 300 isostearate (foam thickener) 4 

08 Purified water 

09 Freon 12 (propellant) 

10 Freon 114 (propellant) 



0.38 
4 



60.87 
6.5 
3.5 



Preparation method: 
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EXAMPLE 3 

RECTAL FOAM 5% PEPPERMINT 

% COMPOSITION (of foam or pressurized liquid) 

01 Peppermint essential oil (active principle) 5 

02 GUB arable (active principle thickener and 

suspender) go 

03 SodiuB benzoate (antibacterial-antinildew 

agent ) 

04 Polysorbate 20 (foaming surfactant) 

05 Polyglycol 300 isostearate (foam thickener) 

06 Purified water 

07 Freon 12 (propellant) 



08 



Preparation method: 



Freon 114 (propellant) 



0.38 
6 
4 

54.62 
6.5 

3.5 



«»i9W into aerosol c"s i "r^spoMina » the theorefeal 
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EXAMPLE 4 

RECTAL FOAM 10% PEPPERMINT 



6 


% COMPOSITION (of foan or pressurized liquid) 






01 


Peppermint essential oil (active principle) 


10 


10 


02 


uum arable (active principle thickener and 
suspender) 


20 


IS 


03 


sodium benzoate (antibacterial-antimildew 






agent) 


0.38 




04 


Polysorbate 20 (foaming surfactant) 


10 


20 


05 


Polyglycol 300 isostearate (foam thickener) 


4 




06 


Purified water 


45.62 








07 


Freon 12 (propellant) 


6.5 


25 


08 


Freon 114 (propellant) 


3.5 



Preparation method: 
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35 



C TJ:^l lZT' '"^"^"^ is «»» opened fc 15 am^. 
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EXAMPLE 5 

RECTAL FOAM 30% SUCRALFATE 

% COMPOSITION (of foam or pressurized liquid) 

01 Sucralfate (active principle) 

02 Xanthan gum (active principle thickener and 

suspender ) 

03 Sodiua benzoate (antibacterial-antimildew 

agent ) 

04 Polysorbate 20 (foaming surfactant) 

05 Polyglycol 300 isostearate (foam thickener) 

06 Purified water 

07 Freon 12 (propellant) 

08 Freon 114 (propellant) 



Preparation method: 



30 

0.15 

0.38 

4 

4 

65.62 
6.5 
3.5 
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EXAMPLE 6 

RECTAL FOAM 0.02X BUDESONIDE 

% COMPOSITION (of foam or pressurized liquid) 

01 Budesonide (active principle) o.02 

02 Methyl-p-hydroxybenzoate (bacteriostatic) 0.12 

03 Propyl-p-hydroxybenzoate (bacteriostatic) 0.03 
04' Polysorbate 20 (foaming surfactant) 4 

05 Polyglycol 300 isostearate (foam thickener) 4 

06 Propyleneglycol g 

07 Purified water 76.83 

08 Preon 12 (propellant) 6.5 

09 Freon 114 (propellant) 3,5 



Preparation method: 



em 05. 06 and fnally 01 are added while stirring, and the turboemulsifier is then operated for 15 
3a wiighir a:S^^^^^^^^^ "'--^ corresponding to the theoretical 

tially g;e:rth n l^T^ Z'^TeZTVT' '"7"°" « -trograde diffusion tenden- 

intestinal mucoZ and is Sso Se to d^^^^^^^ '""^ *° "'^'^"^^ ^ time to the 

possessed to the ;ame eLX the -^^^^^^ homogeneously along the colon, this property not being 

.s remi^^rr^rerHeKl^^^^^^^^^ -"^'^ '^^'^ "'-0- colitis in active or 

Of th?crs ts^g'foTh^ir^^^^^^^ nr 'tt' ^^^^ <^ 

scintiscans at 5. 30. 60. 120 anJ 2rm;:rr aLt^^^^^ ""^^ ^^^^^'^ ^ ^'^ 

sn ?h'f ! V ^° ^^^^^ case of two patients 

scint^TcrS :T:ZT::r.''j:i^^^ - -ie-ed to a 

administration of the labelled enema °^ composition of the invention and after 

The tests, effected three days from each other, were conducted in random order. 
S5 RESULTS 
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Maximum retrograde diffusion 




Patient 
No. 


Disease activity 


Composition of Invention 


Edema 


1 


1 
2 
3 
4 
5 
6 


nnoderate 

slight 

remission 

remission 

remission 

moderate 


ascending 

transverse 

descending 

Sigma 

descending 

ascending | 


transverse 

transverse 

descending 

Sigma 

Sigma 

ascending 



" «» "0-00^ of «s l„en«o„ h« ^ High 

Claims 

20 

proklnel/c or laxative action • ™"''»™»»'»*itlpl,loglstlc. airtspasllc, araimetooric. 

35 5. A pharmaceutical composition as claimpH in r^i^irr. ^ 

e. A pi^rnacoutica, oompos«io„ as c„i.«, ,„ Ci„ ,. ^ ,^ ^ 

40 7. A pharmaceutical composition as claimed in rl^im i r^h^.^ ♦ • ^ . 

in a fluid vehicle, at Jt one surfaSti a I^^^^^^^^ "''"^-"9 P^'-'P'e 

8. A pharmaceutical composition as claimed in claim 6. characterised hv • • 

the active principle, such as a suspending or solubilizing^em """"^ 

thicC""' - '^'^ «■ Characterised b, also comprising a ,oam 

so g?m^.To12r rSr.S tr S^dir • ----^'-^ ~- -than 

isostearate. purified water and freon. ' Po'y«>rbate. polyglycol 
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purified water and Ireon oe^om. polysorbale. polyglycx.! rsoMaarae, prapylsne glycol. 
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